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v Food and Drug Administration

Aprdl 14, 2003 Tiockvila MD 20857
FAD 2234 < RECEIVED
Natamyein ‘ \ ,
. | T 9 2003
Arkion Lile Sciences ot ,
¢/0 Mr, Franklin Carter :
1082 Duna Drive RatnerPrestia |

Laranic, Wyoming 82072
Dear Mr. Carier;

We have completed our review of your most recent letter conewrning your food additive
petition of July 31, 2001, for nalamyein The petition seeks to amend Federal food additive
regulations to permit the use of natamyein in complete t broiler chicken feeds for the purpose of
relarding the growth of Aspergillys parasiticus in the feed for up to 14 days. Your letter,
which was undated but received on March 20, 2003, was your response to onr letter of March
13, 2003, on the topic, Your letwer included a copy of your revised label, -

The results of eur review of your lelter are py l'ollows .

¢

Hxcept for what you consxde:ed to be typographical ervors in two paragmphs of cmlettcr of
March 13, 2003, you said you accept all the suggestions we made in that letter for
modifications to your proposed label for natamycin, and to your proposal for amending the
Federal food addilive regulations io permit the use of natamycm in feeds.

The sections of our leticr you deem as containing typogtaphi»al ertogs are thuse dealing with
specifications of the composition of the natamycin premix used in your experiments. We
staled in one Jetter that natomycin should be specified ns containing tho following substances
in grams per pound: caleium carbonate, 432.708 (433 g); natamyein, 11.292 (11 g); and
lactose, 10 g. This specification does not eontain typographical exrors as claimed, Itis
actually based on slatements coritained in your petition (appendix C1 Premix Batch record &
Analysis), and certificd by your investigator (Dr. Roger 'Wyatt of the Univessily of Georgia,
Athens), that this was the composition of the nammycm premix used in your experiments. A
copy of the perlincnt section of your petition is altached, There is a discrepancy between this
specification, which yon previously certified as being correct, and the one you are now asking
us 10 adopt (in grinas/1b): calcium carbonate, 434; natamyein, 10; and lactose, 10, Please
clanfy the discrepancy.

We have the followmg comments about your revised lubci

3’

The label contains two sechcms entitled “caution.” We suggest that you ehxﬁmatethe first
cﬁullon sectlon by combtmn§ the statcments under it with those under your “directions for

s&” 1o form & new scotion on “dircctions for use”, The new “directions for use™ should read
.3:3 follows: *t1 pound (1 Ib) or 0.45 kilograms (V.45 kg) of NSURE per ton (908 kg) of
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completo brofler feed. Thoroughly mix NSURE into the dry componeats of the feed before
adding the liquid components. Use NSURE treated feerds within four weoks of treatment,”

Please include the contact telephone number for Arkion Life Sciences afier the company
name, logo, and address.

Please review our commenis on your revised proposed label to detcrmme if you find them to
be acceplable, and clarify the discrepancy between your medﬁc;mnm for the composition of
nnmmycm premix. We will review your response to this’ lette:, and yse any szxggzsmms you
mako that are appropriate to initiate the process for publishing the notice of approval in the
Federal Register.

Thank you for mfom\ing us #bout Urs u.emsfr:r of the aysvts uf PUCOA, m&ludfng FAP 2234,

16 Arkion Lifs Scicacos, 3521 Silverside Road, Wilmington, Delaware 19810, Wo will updaic
our records accordingly:

Please dn not hesitate to write us, or telephone Dy, Henry Ekperigin at 301-827-0174, if you
have questions regarding this leiter. Refer ta FAP 2234 when making snch inquiries.

Sincerely, -

By

George Graber, Ph D(

Director

Division of Animal Feeds
Cemer for Veterinary Medicine
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